’Ms ration Is raqiKrad by Iw (7 DSC 2143). Failure Id Fspottaocordlna to VwragulMons can 
resuK m an onter lo eeasa and dt^ and to ba aublactb panribas as pnnidad br In Sectlan 211 
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See attached tann tor 
addtflnnal I n tbnriBlton. 


Intaregency Rapoit Control No.; 


1. CSCTHXATE NUMBER! 

51-F-0024 

CUSTOMER HUMBER; 

12776 



ANNUAL REPORT OF RESEARCH FACILfTY 

(TYPE OR PRINT) 


Center For Blologfcs Evaluation & Research 
29 Lincoln Drive 
Bethdsda, MD 20852 

Telephone: (b)(6), (b)(7)c 


3. REPORTING FAdLiry ( List all localiaravdiereaitRals vsarehouaad or used hi actual research, tealkqi, or eNWitinBnlallan, or hakl tor Ihesa pwpoaas. Attach addHbnal shsata If necessaiy ) 


FACILITY LOCATIONS ( SHas ) ■ See Alachad Uatlna 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAQLrTY ( Attach addlttonal aheeta if nacataarvor uaa APHIS Farm r023A I 


Antnialt Covered 
ByTheAnlnial 
Wefhire Regulations 


4. Dogs 


5. Cats 


e. Guinea Pigs 


7. Hamstsis 


8. Rabbits 


S. Non-human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Anlm^ 


bslngbred, 
candinohed, or 
held for use in 
leeching, testing, 
eapsriments, 
research or 
surgery but not ye 
used Itar such 
purposes. 


C. Humbarof 

D. HumbarcfanliTielBiipan 

E. Number of animato upon iMiichlseching, eMperimsnls, 

F. 

anhnalsupon 

wHch enpertmenb, 

iBsaarch, surgery or lasto were conducted tnvoMng 


wMdi toadibg. 

teacNng, raseerch. 

accompanying i^nardlstrassbbaankmtaandfbrwh 

TOTAL NUMSer 

fhf AUIIJAI tf 

researdi. 

sugary, or taato ware 

ba usa cf sppropriab anasbeltc, analgesic, or tranqullto 

egqmltrisnts. or 

ecnduclad Imclvlng 

dregs WDtM have adversely sSbetad be procBdurss, res 

Or ANIMALS 

tasiswsrs 

acGompenylng pain or 

or bterprUaSon of be teattiing, mseBreh, eiqieriments. 

( COLUMNS 


dblreaa b ba animals an 

surgery, or bsto. (Aibbianallonofbt pniosdutes 

invofvlno no poln, 

tor which apprcprlala 

produdng pain or distress In these animeb and ba rsssr 

C+D+E) 

tfistfesSaOTiiseff 

palrHefleving 

drugs. 

anasbaHc, analgatle, or 
tranquHzIng dregs wars 
used. 

1 

such dregs mre not used must ba attached b this report 



1) ProraestonMly aocepleblestandanis governing the oera. Imahnni, and use cf anlinals. indudfng appropriate use of anastalle, analgesic, and tianqulltiliig drugs; prior to. during, and following actual rest 
iBBChlhg, tasting, surgery, or aggieriineirialion were hllDWad by thtoresevchfacIBIy. 

2) Each prindpaUnveaHgatorhasconstderedeKamattvee to peinhl procedures. 

3) This fadllty is adhering Id the standards and regulations under die Act and R has raitulrad that eraepllana la the slandaiils and tegUMiom be spaCWed and egiplained by the prindpat hivasligBlorand ap 
InsIttuRcsiN Anhnd Care and Uae CcrrnSflK (lACUC). A suiianaty of an siKh eoccsipllonB to allaCliad to thta anisial rapoit h sddWon to UantlMng the lAGUCwpprovad enaptlons, this surnrary Inc 
briar anptanalian of the aHcepthins, as we« as be spectaa and number at animats aftoelad. 

4) Tha aUending retsthrarian for this resesnch facRIly has appr^slale aubority to ensiaa ba provision of adaquate veterinary care and b orerace ba adequacy of other aspects of snbnni care and use. 


(^RftlFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executhre Officer or Legally Reaponabla testihitional Official ) 


StGNATUREt 


(b)(6), (b)(7)c 


DATE SIGNED I 


APHfSFORM7023 <RBp(aces V$ FORM 1 8-23 (6CT88Xwtlfeti ItobnMv.) 
(AUG 91 } 
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Optional Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. It is 
not an official form and its use is voluntary. Names, addresses, protocols, 
veterinary care prograihs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood 
by lay persons as well as scientists. 

1. Registration Number: 51-F-0024 

2. Number of animals used in this study subject to column E listing: IS" 

3. Species (common name) of animals used in this study: Guinea Pigs 

4. Explain the procedure producing pain anchor distress. 

ASP# 89-32. This is a potency test that evaluates the presence of sufficient 
protective antigen in toxiods manufactured to prevent tetanus and 
diphtheria in humans: It is performed by CBER as a lot release test to 
verify adequate protection to the y.S. population by vaccines licensed in 
the U.S. Animals are injected with a combination of toxin and protective 
antibodies and survival is determined out to 7 days. Protected pigs show 
no signs, but control animals and inadequately protected animals will 
develop signs of disease and proceed to death rapidly without the benefit 
of euthanasia. Historically, 10 % of the total number of animals used have 
died as a result of toxin administration and iherefore have fallen under 
column E. 

5. Provide scientific justification why paid and/pr distress could not be 
relieved. State methods or means used to determine that pain ant^or 
distress relief would interfere with test results. (For Federally mandated 
testing, see question 6 below). 

.As required by the Minimum Standards {which are die precursors to the 
CFR) animals which become sick before 96 house cannot be euthanized. 
After 96 hours and up until the end of the test of 7 days, any animals 
showing signs of disease can be euthanized. There is no in vitro alte^tive 
for potency testing these two components of the U;S. Childhood 
Vaccination Program, 

6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title munber and the specific 
section number (e.g., APHIS, 9 CFR 113.102): 

This test is required by the FDA Minimum Standards Requirements. 



